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Meeting Overview 

• Summary of Meeting One  

• NIOSH Presentation 

• Provider's and ASCO Perspective on Barriers to 
Implementing Safety Standards in an Outpatient 
Oncology/Rheumatology Setting 

• What Other States are Doing 

• QOPI Overview 

• Next Steps 



SUMMARY OF MEETING ONE 
Mona Gahunia 



Summary: Meeting One 

• Reviewed why safety standards are important 

• ASCO’s own initiative to certify oncology  practices based on quality 
standards 

• Reviewed several documents as the basis of uniform standards:  
1) 2013 ASCO-ONS Standards for Safe Chemotherapy Administration 

2) CDC Basic Infection Control Plan for Outpatient Oncology Settings 

3) NIOSH Alert 

4) ASHP Guidelines for Handling of Hazardous Drugs 

• Group consensus that uniform minimum standards in the areas of 
accurate dosing/administration, infection control, and handling of 
hazardous drugs are needed 

• Initial thoughts and discussion about the challenges in a community-
based outpatient setting  

• Need to get more specific information standards for rheumatology 
infusion centers 



NIOSH/CDC PRESENTATION 
Thomas Conner and Ken Mead 



NIOSH Activities on Occupational 
Exposure to Hazardous Drugs 

Item Year Published 

NIOSH Alert on Antineoplastic and 

Other Hazardous Drugs in Health Care 

Settings 

2004 (2015 update underway) 

NIOSH List of Hazardous Drugs 2004, 2010, 2012, 2014 (2016 underway) 

Personal Protective Equipment for Health 

Care Workers Who Work with Hazardous 

Drugs 

2009 

Safe Handling of Hazardous Drugs for 

Veterinary Healthcare Workers 

2010 

Medical Surveillance for Healthcare 

Workers Exposed to Hazardous Drugs 

2013 



2004 NIOSH Hazardous Drug 
Alert 

 NIOSH published Alert in 2004 

 Product of NIOSH Hazardous 
Drug Working Group (~50 
partners/stakeholders) 

 Utilized established lists of 
hazardous drugs from 4 
institutions 

 Added 5th list generated by 
PhRMA 

 Plan was to update list  
“annually” 

 



NIOSH Criteria for Hazardous 
Drugs 

 Any drug identified by at least one of the 
following six characteristics:  
 Carcinogenicity 
 Teratogenicity or developmental toxicity  
 Reproductive toxicity in humans 
 Organ toxicity at low doses in humans (<10 mg/day) or 

animals (<1mg/kg/day) 
 Genotoxicity  
 New drugs that mimic existing hazardous drugs in 

structure or toxicity 
  
 (NIOSH, 2004)   

 



NIOSH Hazardous Drugs 

 NIOSH conducts a Hazard Identification 

 We do not do a Risk Assessment 

 The risk depends on:  

 how the drug is used 

 in what setting 

 how often it is used 

 Each institution should determine risks for 
the drugs they use 



Hazardous Drug Update Process 

 Review all new FDA drug approvals (~2-years) 

 Review all FDA (MedWatch) warnings 

 Initial triage (remove obvious non-hazardous 
drugs) 

 NIOSH review/recommendations 

 Panel meeting/review 

 NIOSH review 

 Federal Register Notice (60-day comment 
period) 



Hazardous Drug Update Process 
 NIOSH review/reply to Docket comments 

 Panel review 

 Submission to NIOSH Office of Director 

 Review with NIOSH OD 

 Prepare final document 

 Final submission to NIOSH OD 

 FDA notification 

 Publish in Federal Register and on NIOSH 
webpage 



NIOSH Updates to List of 
Hazardous Drugs 

 New NIOSH format for hazardous drug list 

 2014 list will have three categories 

 Antineoplastic Drugs (AHFS 10:00) 

 Non-antineoplastic Hazardous Drugs 

 Drugs with Reproductive Effects 

 



NIOSH Medical Surveillance  

 No Specific Biomarkers 

 Annual Medical History 

 Annual Reproductive History (when 
appropriate) 

 Laboratory Tests: 

 Following an exposure 

 When a health issue arises 



BARRIERS 
Edward Lee 







OTHER STATES’ ACTIVITIES 
Celeste Lombardi 



Washington Law on Occupational Safety 
for Handling Hazardous Drugs 

• SB5594 was signed April 2011 and requires the Washington 
Department of Labor and Industries to develop rules that are 
consistent with recommendations from NIOSH.  

• Washington was the first state to require health care employers 
to take precautions to prevent exposure of the health effects 
associated with hazardous drugs. 

• The Hazardous Drug Advisory Committee was formed to advise 
the Department of Labor and Industries on new NIOSH updates 
and unanticipated issues related to the safe handling of 
hazardous drugs. 

• The committee has until January, 2015 to develop a written 
control plan. By July 2015, employee training needs to begin. By 
January 2016, appropriate ventilation systems need to be 
installed. 

 Retrieved from www.safetyandhealthmagazine.com/law-protects-Washington-state-health-care-workers-from-hazardous-drugs,  

http://www.wsmos.org/assets/Britell_Handouts.pdf 
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Hazardous Drug Legislation – 

Enforcement Authority 

Washington State – RCW 49.17 
• Director, Dept. of Labor & Industries (or agent) 
• Authority to:   

– Conduct inspections (may not give advance notice) 
– Issue citations (or notices for de minimis violations) 
– Issue restraining orders for dangerous conditions 
– Impose civil penalties not to exceed $70,000 per 

violation 
– Refer for criminal penalties for certain offenses (e.g.,     

violation causes death of employee; failure to comply  
with restraining order; giving advance notice of    
inspection) 



California Legislation on Occupational Health 
and Safety Standards: Hazardous Drugs  

• California Assembly Committee on Labor and Employment passed a bill in April 
2013 (AB1202) requiring the Occupational Health and Safety Standards Board to 
adopt a standard relating to the safe handling of antineoplastic and other hazardous 
drugs (as defined by NIOSH) in health care facilities, regardless of setting. 

 

• The Standards Board is the standards setting agency within California’s OSHA 
Program.  They will consider input from hospitals, practicing physicians whose 
specialties are impacted including oncologists, organizations who represent health 
care personnel and other stakeholders.  

 

• The standard shall be consistent with the NIOSH 2004 alert entitled “Preventing 
Occupational Exposures to Antineoplastic and Other Hazardous Drugs in Health 
Care Settings” and 2010 update. 

 

• The bill was sponsored by Becton Dickinson and Company (BD Medical) arguing 
that the NIOSH guidelines for safe handling of hazardous drugs has been voluntary 
and reported to be sporadic. 

 
 

 Retrieved from www.leginfo.ca.gov, AB1201 Assembly Bill-Bill Analysis 



Hazardous Drug Legislation – 
Enforcement Authority  

California – Labor Code, Sec. 144.8 
• Chief, Division of Occupational Safety & Health (or agent) 

• Authority to: 

– Conduct inspections (may not give advance notice) 

– Issue special orders to correct unsafe conditions 

– Issue citations (or notices for de minimis violations) 

– Impose civil penalties (up to $7,000 - $70,000 per 
violation) 

– Refer for criminal penalties for certain offenses (e.g., 
serious or repeated violations of standards/orders; 
violation causes death or serious impairment of 
employee) 

 



Maine Legislation for Safe Handling of 
Hazardous Drugs 

• Emergency legislation was introduced in December 2013, directing the 
Commissioner of Health and Human Services to adopt rules 
establishing an occupational safety and health standard for the safe 
handling of antineoplastic drugs in health care facilities regardless of 
the setting. It did not pass as emergency legislation but was re-
introduced into the 2014 legislative session. 
 

• The standard must be consistent with the recommendations of the 
Department of HHS, the CDC, NIOSH 2004 alert and 2010 update. 

 
• Key stakeholders whose input shall be considered in the new 

requirements include hospitals, practicing physicians from impacted 
specialties including oncologists, organizations representing health 
care personnel including nurses and pharmacists, and other 
stakeholders. They shall also determine a reasonable time for 
implementation of the new requirements. 
 

Retrieved from www.mparx.com  LD-1599-HHS-to-create-standard-for-the-handling-of-antineoplastic-drugs-in-health-care-

facilities.pdf 



North Carolina Law for Safe Handling of 
Hazardous Drugs 

• House bill 644 was passed in April, 2013.  It requires the 
Commissioner of the Department of Labor to create and 
develop a separate division known as the Occupational 
Safety and Health Division, which will adopt rules 
following the NIOSH recommendations for the safe 
handling of hazardous drugs. 

• A director will administer this division, under the direction 
of the Commissioner. The Commissioner shall enforce the 
rules and investigate complaints in accordance with the 
law. 

 

 

Retrieved from http://www.ncleg.net/Applications/BillLookUp/LoadBillDocument.aspx 



Closed System Transfer Devices 

NIOSH recommends that in addition to the 
use of personal protective equipment 
(gown, gloves, mask, cap, biological safety 
cabinet), health care workers should use an 
effective closed system transfer device. 
 
The CSTD minimizes the exposure to 
hazardous drugs and their harmful effects. 
A CSTD is defined by NIOSH as a system 
that "mechanically prohibits the transfer of 
environmental contaminants into the 
system and the escape of hazardous drug 
or vapor concentrations outside the 
system". Several companies have FDA 
approved devices, including BD PhaSeal, 
Chemolock needle-free system, Equashield, 
and Braun closed systems. 



Impact of Using a Closed System Transfer Device on 
Reducing Occupations Exposure to Hazardous Drugs 

• A study from a Japanese hospital in April 2013 reported on the efficacy 
of using BD’s PhaSeal in reducing environmental and occupational 
exposure to cyclophosphamide(CP). Environmental and staff sampling 
was performed using sampling wipes and obtaining 24 hour urine 
samples pre- and post-institution of BD’s PhaSeal system. After 7 
months of initiating the use of the closed system, minimal levels of CP 
was detected on 1 of 6 sampling wipes.  Minimal levels of CP were 
detected in the urine samples of staff. (retrieved 
fromhttp://www.ncbi.nlm.nih.gov/pmc/articles/PMC3698436/ 
http://dx.doi.org/10.1186%2F2193-1801-2-273) 

 

• An article published in the Journal of Oncology Pharmacy Practice (Feb 
2010) reported on an Australian hospital’s pre and post-
implementation study of PhaSeal.  CP was the surrogate marker for all 
cytotoxic drugs. After 12 months, surface contamination was reduced 
by 75%. (retrieved from doi:10.1177/1078155209352543) 
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OTHER STATES’ ACTIVITIES 
Karen  Michaels 



What are other states doing? 

• Kentucky – no separate regulations for 
outpatient oncology; just follow USP 
795/797 

• Nevada – no separate regulations; follow 
USP 797 

• Indiana – USP 797; medical licensing board 
has control over physician offices but no 
compliance officers in the field 



What are other states doing? 

• Michigan – new regulations passed 2 Jul 2014 
related to sterile compounding  

– Essentially summary of USP 797  

– No specific statues related to hazardous 
compounding 

• Utah - no separate regulations for outpatient 
oncology; just follow USP 795/797 

• Ohio - no separate regulations for outpatient 
oncology; just follow USP 795/797 



What about ASHP? 

• Infection control/Dosing 
– Joint Commission and CMS standards 

• Likely most commonly used standards due to reimbursement 
issues 

– ASHP’s Best Practices 
• Not enforceable; often used as reference by regulatory bodies 

• Disposal of hazardous materials 
– NIOSH 

– USP 797 
• Technically enforceable…but is it being enforced?? 

– USP 800 
• Not yet enforceable 

 



QOPI 
Paul Celano 



Quality Oncology Performance 
Initiative 

Paul Celano, MD 

President, Maryland DC Society of 
Clinical Oncology 













































































ASCO/ONS standards were not developed to 
address this issue, ASCO and ONS endorse the 
safe handling of chemotherapy agents.  
  
Published guidelines define the expectations 
for organizations and health care workers 
related to the use of safe handling precautions  
  
American Society of Health System 
Pharmacists:    
National Institute for Occupational Safety and 
Health:  
US Pharmacopeia Convention 
  
Education, training, and competency validation 
for chemotherapy administration must 
necessarily include this aspect of practice.  
  
Organizations should focus on a culture  of 
safety, because of the relationship between 
patient and health care worker safety. 



Next Steps 

• Review ASCO-ONS, CDC, and NIOSH 
standards 

• Next Meeting: 

– Achieve consensus on infection control and 
potency standard recommendations 

– Send to DHMH what you think the standard 
should be for infection control and potency by 
Friday, August 29th 

 

 

 


